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DETAILED ACTION 
Continued Examination Under 37 CFR LI 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this apphcation after final rejection. Since this appUcation is 
eUgible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on October 30, 2006 has been entered. 

Response to Amendment 

2. Claim 21 has been cancelled and claim 33 has been amended as requested in the 
amendment submitted on October 30, 2006. Following the amendment, claim 33 is pending in 
the instant application. Claim 33 is imder examination in the instant office action. 

3. The Text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

4. Any objection or rejection of record, which is not expressly repeated in this action has 
been overcome by Applicant's response and withdrawn. 

5. AppHcant's arguments filed on October 30, 2006 have been fiilly considered but they are 
not deemed to be persuasive for the reasons set forth below. 
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Claim Rejections - 35 USC §102 
6. Claim 33 stands rejected under 35 U.S.C. 102(e) as being anticipated by Sims et al. (US 
Patent 6, 555, 520, April 29, 2003, filed May 9, 2001) for those reasons of record in appropriate 
sections of previous communications of record. 

Briefly, claim 33 is directed to an isolated polypeptide encoded by a nucleic acid of SEQ 
E) NO: 1 ("IL-B50" polypeptides). Sims et al. document discloses polynucleotide sequences that 
have 100% identity to the instant SEQ ED NO: 1, thus fully anticipating the instant claim 33. 
Because the specific, substantial and credible utility of the instant IL-B50 polypeptides, which 
support the enablement, the disclosure how to use the invention, is only disclosed in the instant 
application, the effective filing date for the instant invention is determined as the filing date of 
the instant application (09/25/2001), which makes patent of Sims et al. a proper 102(e) reference. 

Applicant traverses the rejection on the premises that "a prima facie case of lack of utility 
has not been estabhshed", and that utility of the claimed invention is disclosed in the '318 
appHcation (provisional application 60/101,318), p.3 of the Response. Applicant further submits 
that "the *318 application discloses that IL-B50 is likely to have stimulatory or inhibitory effect 
on hematopoietic cells", that "IL-B50 may also be useful in the treatment of immune disorders 
because of its structural similarity to the known cytokine, IL-7" (middle at p.4 of the Response). 
Applicant states that "[ajbsent the establishment of a prima facie case of lack of utility, the 
allegation that the claimed invention is not entitled to priority in the '318 apphcation is 
improper" (p. 6 of the Response). Applicant's arguments have been fiilly considered but are not 
persuasive for the following reasons. 



Application/Control Number: 09/963,347 Page 4 

Art Unit: 1649 

The instant application is a continuation-in-part of the previously filed application US 
serial number 09/399,492 (*492 application). The instant claimed invention was previously 
examined and rejected in the parent '492 application for lack of specific and substantial credible 
utility under 35 U.S.C. 101 and lack of enablement under 35 U.S.C. 1 12, first paragraph. Below 
is a copy of the rejections presented in the '492 application. 

7. Claims 1-7 and 9-10 are rejected under 35 U.S.C. 101 because the claimed invention is 
drawn to an invention with no apparent or disclosed specific and substantial credible utility. The 
instant apphcation has provided a description of an isolated polynucleotide encoding a 
polypeptide and the polypeptide encoded thereby. The instant application does not disclose the 
biological role of this protein or its significance. 

It is clear from the instant application that the polypeptide described therein is what is 
termed an "orphan protein" in the art. The DNA of the instant application has been isolated 
because of its similarity to a known DNA. There is little doubt that, after complete 
characterization, this DNA and encoded protein may be found to have a specific and substantial 
credible utility. This further characterization, however, is part of the act of invention and imtil it 
has been imdertaken, Applicant's claimed invention is incomplete. The instant situation is 
directly analogous to that which was addressed in Brenner v. Manson, 148 U.S.P.Q. 689 (Sus. 
Ct, 1966), in which a novel compound which was structurally analogous to other compounds 
which were known to possess anti-cancer activity was alleged to be potentially useful as an anti- 
tumor agent in the absence of evidence supporting this utility. The court expressed the opinion 
that all chemical compounds are "useful" as it appears in 35 U.S.C. § 101, which requires that an 
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invention must have either an immediate obvious or fiilly disclosed "real world" utility. The 
court held that: 

"The basic quid pro quo contemplated by the Constitution and the Congress for granting a patent monopoly 
is the benefit derived by the public from an invention with substantial utility", "[u]nless and until a process 
is refined and developed to this point-where specific benefit exists in currently available form-there is 
insufficient justification for permitting an applicant to engross what may prove to be a broad field", and "a 
patent is not a hunting license", "[i]t is not a reward for the search, but conq^ensation for its successfiil 
conclusion". 

The instant claims are drawn to a DNA and the protein encoded thereby of as yet 
undetermined function or biological significance. It is clear from the instant application that the 
protein described thereby is similar to Interleukin-7: "The present invention is based, in part, 
upon the discovery of a new cytokine sequence exhibiting significant sequence and structural 
similarity to IL-7" (page 4, lines 20-22 of the specification). It has been suggested that "The full 
length cytokines, and fi-agments, or antagonists will be useful in physiological modulation of 
cells expressing a receptor. It is likely that IL-B50 has either stimulatory or inhibitory effects on 
hematopoietic cells, including, e.g., lymphoid cells, such as T-cells, B-cells, natural killer (NK) 
cells, macrophages, dendritic cells, hematopoietic progenitors, etc." (page 9, lines 7-13) 
(emphasis added by the Examiner). 

In the absence of knowledge of the biological significance of this specific DNA and 
encoded protein, there is no immediately obvious patentable use for the polynucleotide or the 
encoded protein. First, the similarity of the disclosed DNA to a DNA associated with IL-7, a 
member of a family of interleukins, which is characterized by a wide and diverse range of 
activifies (see page 2, lines 20-21 - of the specification), does not make the instant DNA or 
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encoded protein obviously useful. Second, the specification alleges that the sequence similarity 
of IL-B50 to IL-7 is significant. However, according to the information on sequence alignments 
(see a copy of the printout provided), the sequence similarity between IL-B50 and IL-7 is only 
28.1%. Based on this limited degree of similarity, one of ordinary skill in the art would not 
reasonably conclude that the disclosed protein possesses any or all of the biological activities of 
IL-7, especially in light of the specification's statement of "stimulatory or inhibitory effects" (see 
page 9). 

To employ the DNA and the protein in the fixture methods of modulating physiology or 
development of a cell is not a real world because it would eventually relate to a protein for which 
little biological fiinction is known. As it is indicated in the specification of the instant 
application, it is not clear and can be only assumed at this time that IL-B50 will have an effect, 
either stimulatory or inhibitory on hematopoietic cells (see page 9 of the specification and earlier 
in this office action). In other words, to employ a DNA of the instant invention in any of the 
disclosed methods would clearly be using it as the object of fiirther research which has been 
determined by the courts to be a utility which, alone, does not support patentability. Since the 
instant specification does not disclose a credible "real world" use for the encoded protein then 
the claimed invention is incomplete and, therefore, does not meet the requirements of 35 U.S.C. 
§ 101 as being usefiil. 

Claims 1-7 and 9-10 are also rejected under 35 U.S.C. 1 12, first paragraph. Specifically, 
since the claimed invention is not supported by either a clear asserted utility or a well established 
utility for the reasons set forth above, one skilled in the art clearly would not know how to use 
the claimed invention. 
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8. Thus, because '492 application did not disclose how to use the instant claimed invention, 
the priority of the filing date of that application as well as to both provisional applications 
(60/131,298 and 60/101,318) was denied, see MPEP 201.1 1 (U.S.C. 120 states that the 
disclosure of the invention in the prior application and in the later-filed application must be 
sufficient to comply with the requirements of the first paragraph of 35 U.S.C. 1 12). 

9. The instant application presented disclosure of new data obtained after the filing of the 
previous applications (see pp.64-69), which constitutes a CIP status of the instant apphcation. 
With respect to the priority date, MPEP 706.02(a) makes it clear that 

"(B) If the application is a continuation-in-part of an earlier U.S. application or international 
application, any claims in the new application not supported by the specification and claims of 
the parent application have an effective filing date equal to the filing date of the new application. 

As such, because the instant invention is only fully enabled in the instant specification, 
the effective filing date of the instant invention is awarded as the filing date of the instant 
application, 09/25/2001, which makes Sims et al. document a proper prior art under 102(e). 

Conclusion 

10. No claim is allowed. 

Any inquiry concerning this conmiunication or earlier communications firom the 
examiner should be directed to Olga N. Chemyshev whose telephone number is (571) 272-0870. 
The examiner can normally be reached on 8:00 AM to 5:00 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet L. Andres can be reached on (571) 272-0867. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for impublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you v^ould 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Olga N. CJlemyshev, Ph.D. 
Primary Examiner 
Art Unit 1649 




December 12, 2006 



